
I;ubru;lry I8, 1997
WI.- 10-7
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Irvine, California 92715-2445
Telephone (7 14) 798-7600

I )uril~~~ :111il]spcc[it)n (J!” y(mr drug manufacturing facility loca[d at 3443 ‘1’ripp Court,
Sd[] l)i~’g(~, (.:ilif”t)r[li:], c~)nductcd bc(wccn Oc(f)bcr 28, 1996 and November 15, 1996,
our il]vcs[ig;i[t)rs dtKu II IcII[cd scri(ws dcvia[ions frx)m (k Current Good Manufacturing
I’rdc(icc Rcp,ul;l[if)ns (Ti(lc 21, COdc of I:dcral Rcguiations, Parts 210 & 21 1). These
dcvialior]s CAIISC y(mr drug pr(duct.s [0 k adultcr;~tul within (1ICmeaning of !ktion
.foI (; I)(2)(IJ) of” [IIC l~cd~r;il I:(md, I)rug, and Cosnw(ic Act. l:~~rCXaHIplC:

).,

I . I;;iilurc (t) providu dml/or follow corllplc(c ilnd adcqua[c writkn procdurcs
ft)r prtxluc[i~lll and process control dcsigmxl to assure that drug products have the
idcu[i[y, s[rci)g[l), quality and purity they purport or arc rcprcscntd to possess in that
validd[i(}ll of ytmr prtxxsscs is incomplete (2 1 C. F.R. 211. 100(il) ad (b)].

Spccificdlly, ttxrc Im IXXHm) validation of your purillx! water systcm in that no
lt]s[;lll:l[i(~ll (Ju;llilica[io[l, oiwr;l[it)mil Quill itit{l[ioll, or I’crforlunncc Qualification was

lw[ f“t)IIIIC(I,IId IILJ(csti[}g ft)r CtlCllliCi\l aml l]]icrt)l)it)l~lgic;il ct)tll;l[llill:]tio[l was done to
;lssurc cot]sis[cll[ Wil[Cf_ qu;llity.



4. I:ailurc [c)always conduct ndcquatc investigations into the failure of batches
(Jt”drllg pr{duc[ lo Illcc[ SpWifiCilti OIIS. SpccificaJly, two 10[s t)f orascan 1% T~lJuidinc
IIl(lc () I{ulk Sf)lution f’ilild [0 mcc[ in-pfxmss assay spcci!ications of 0,90- 1. 10% 01”
Toluidilw [Iluc C), the ac[ivc ingredient. Im[ #PI IG-05-04, manufac[urd 5/16/96, was
iiss;i~~d a[ (),87% and IJ)[ #I) IIG-05-06, manufac[urd 5/16/96, WaS assayd at 1. 12% .

lh)[ll l~)[swere adjus[d to meet specifications and an investigation was conductd by
ytlur fliul~. I It)wcvcr, the investigation failed to i]~ilkc any spcciflc conclusions as tt}
wl]y [I]c [w() lots had to k reworked and tlwrc was no followup spcciflcd which would
prcvcl~[ i“uturc incidents of similar nature [21 C, F, I{. 211. 192].

(A) ‘1’I]crcsp(~nsibii itics and au[horitics of (Iw Quality Control unit arc dcfind ill
I]]c (’urfcl~[ (i(xd hf:inufacturil~g I)racticc hguia[ions which can bc found in 21
(’ l;,l<. , l’iIi[s 210 ;ild 211. I)iirt 21 l.25(c) st:~t~s,““1’hereshtill bc an adequate numlxr
(~!-t~(]:llificd Ixrs(]ntwl [t) perform and supervise [Iw manufacture, processing, packing
or !]f)ldill~ of-c:iul] drug pr(duc[. ” ‘1’hcrcforc, wc arc conccrnd that the QA Technical
I )irc~[t)r iIId QC Manager posi[ions as given in y(wr firm’s SOP idcntifid as QA- 1,
“ [)(](ics ;IHd l{cs~~(~[lsil~iliticsof Quality Assuramx”, I]avc never been filled.



.

..

Yt)ll stlf)ul(f t;lkc prompt acti(~i) to correct these dcViiltiO1lS. Failure to do so my rcsutt
in rc}lul:~tory action without further m)ticct including seizure timUor injunction,

\Vc t~;ivc rccicvcd yt~ur l; I) A-483 rcspomc :]ddrcsscd to I~l:iinc C. Mcssa, Distric[
I)ircctor of- I;l)A’s [m AHgclcs I)is[rict (~fflcc d:]td January 31, 1997. ‘1’hccomxtivc
:Iclit)lls you dcscribc will lx vcrifycd upo[] re-impcxtion.

l;l;ll [1(”(’ NIL’SS:I

I)i\[fl(l l)ilcctor


